PROPOSED

ULE

Proposed rules include new rules, amendments to existing rules, and repeals of existing rules.
A state agency shall give at least 30 days' notice of its intention to adopt a rule before it
adopts the rule. A state agency shall give all interested persons a reasonable opportunity to

submit data, views, or arguments, orally or in writing (Government Code, Chapter 2001).

Symbols in proposed rule text. Proposed new language is indicated by underlined text. [Square-brackets-and-strikethrough]
indicate existing rule text that is proposed for deletion. “(No change)” indicates that existing rule text at this level will not be

amended.

TITLE 1. ADMINISTRATION
PART 2. TEXAS ETHICS COMMISSION

CHAPTER 16. FACIAL COMPLIANCE
REVIEWS AND AUDITS
1 TAC §16.12

The Texas Ethics Commission (the Commission) proposes
new Texas Ethics Commission Rule §16.12, concerning Facial
Review of Total Amount of Political Contributions Maintained,
which would provide clarification in the facial compliance review
process.

Section 571.069 of the Government Code requires the Commis-
sion to review randomly selected reports "for facial compliance”
and allows the Commission to perform a complete audit or initi-
ate a preliminary review (enforcement action) in certain circum-
stances. This includes a deficiency in the total amount of polit-
ical contributions maintained as of the last day of the reporting
period, which is required to be disclosed on the cover sheet of
a campaign finance report under §254.034(a)(8) of the Election
Code.

Commission Rules §20.50 states, in part, that the total amount
of political contributions maintained includes the balance on de-
positin banks and other depository institutions, the present value
of any investments that can readily be converted to cash, and
the balance of political contributions in an online fundraising ac-
count. In short, the amount of contributions maintainedis a filer's
bank balance as of the last day of the reporting period. A filer's
bank statements can show whether the reported bank balance is
correct. However, using beginning and ending balances as part
of afacial compliance review has often revealed discrepancies in
contributions and expenditures, and Commission staff have re-
quested additional information from filers to identify the causes
of those discrepancies. New rule §16.12 would clarify that bank
statements showing that the amount of contributions maintained
was reported correctly ends staff's review of a discrepancy in the
reported bank balance, but additional discrepancies in the report
may exist that staff may further review.

Seana Willing, Executive Director, has determined that for the
first five-year period the proposed new rule is in effect there will
be no fiscal implications for state or local government as a result
of enforcing or administering the proposed new rule.

The Executive Director has also determined that for each year
of the first five years the proposed new rule is in effect the public
benefit will be clarity in the facial compliance review process.
There will not be an effect on small businesses, micro-busi-
nesses, or rural communities. There is no anticipated economic

cost to persons who are required to comply with the proposed
new rule.

The Executive Director has determined that during the first five
years that the proposed new rule is in effect, it will not. create
or eliminate a government program; require the creation of new
employee positions or the elimination of existing employee posi-
tions; require an increase or decrease in future legislative appro-
priations to the agency; require an increase or decrease in fees
paid to the agency; expand, limit, or repeal an existing regula-
tion; increase or decrease the number of individuals subject to
the rules' applicability; or positively or adversely affect this state's
economy. The rule is new and therefore creates a new regula-
tion. However, it is needed to clarify facial compliance proce-
dures conducted under §571.069 of the Government Code, in
response to the public's concerns with the process.

The Texas Ethics Commission invites comments on the pro-
posed new rule from any member of the public. A written state-
ment should be emailed to public_comment@ethics.state.tx.us,
or mailed or delivered to Seana Willing, Texas Ethics Commis-
sion, P.O. Box 12070, Austin, Texas 78711-2070, or by facsimile
(FAX) to (512) 463-5777. A person who wants to offer spoken
comments to the commission concerning the proposed new rule
may do so at any commission meeting during the agenda item
relating to the proposed new rule. Information concerning the
date, time, and location of commission meetings is available by
telephoning (512) 463-5800 or on the Texas Ethics Commis-
sion's website at www.ethics.state.tx.us.

New rule §16.12 is proposed under Texas Government Code
§571.062, which authorizes the commission to adopt rules fo
administer Title 15 of the Election Code.

The proposed new rule affects §571.069 of the Government
Code.

$16.12.  Facial Review of Total Amount of Political Contributions
Maintained.

(a) Inthis section "expected total political contributions main-
tained" for a report subject to review is the total amount of political
contributions maintained disclosed on the previous report and all mon-
etary political contributions, loans, and credits, less all expenditures
from political contributions disclosed on the report that is subject to
review, excluding the purchase of investments that can be readily con-
verted to cash.

(b) When there is a difference greater than the threshold set by
§20.50(c) of this title (relating to Total Political Contributions Main-
tained) between the total amount of political contributions maintained
disclosed in a report and the expected total political contributions main-
tained, the commission may request from the filer the bank statement
showing the balance as of the last day of the reporting period for each
account in which political contributions are maintained.
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(¢) Producing the requested bank statements that show the to-
tal amount of political contributions was accurately reported in the re-
port that is subject to review is sufficient to end the review of the total
amount of political contributions maintained as disclosed in the report.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on December 18,
2018.

TRD-201805481

Seana Willing

Executive Director

Texas Ethics Commission

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 463-5800

¢ ¢ ¢

CHAPTER 18. GENERAL RULES
CONCERNING REPORTS
1 TAC §18.31

The Texas Ethics Commission (the Commission) proposes new
Texas Ethics Commission Rule §18.31, regarding the adjust-
ment of reporting thresholds, under section 571.064(b) of the
Government Code.

Section 571.064(b) of the Government Code requires the Com-
mission o annually adjust reporting thresholds upward to the
nearest multiple of $10 in accordance with the percentage in-
crease for the previous year in the Consumer Price Index for
Urban Consumers published by the Bureau of Labor Statistics
of the United States Department of Labor. The laws under the
Commission's authority thatinclude reporting thresholds are Title
15 of the Election Code (campaign finance law), Chapter 305 of
the Government Code (lobby law), Chapter 572 of the Govern-
ment Code (personal financial statements), and Chapters 302
and 303 of the Government Code (speaker election, governor
for a day, and speaker's reunion day ceremony reports). Ad-
justments to the campaign finance reporting thresholds would
affect every campaign finance filer in Texas, including statewide
and local candidates, officeholders, political committees, direct
expenditure reporters, and caucuses. Similarly, adjustments to
lobby and personal financial statement thresholds would affect
all registered lobbyists and personal financial statement filers.
The new rule identifies each reporting threshold by citation and
description and shows the original and adjusted amounts. If
adopted, the rule is intended to be effective on January 1, 2020.

Seana Willing, Executive Director, has determined that enforc-
ing and administering the proposed new rule will have a fiscal
impact on the agency's budget of $141,875 for the first year only
to make enhancements to the agency's electronic filing software
and database, thus requiring an increase of that amount in the
legislative appropriation for the 2020-2021 biennium.

The Executive Director has also determined that for each year
of the first five years the proposed new rule is in effect the pub-
lic benefit will be higher reporting thresholds as required by the
Texas Government Code and potentially reduced burdens on
completing reports. There will not be an effect on small busi-
nesses, micro-businesses, or rural communities. There is no

anticipated economic cost {o persons who are required to com-
ply with the proposed new rule.

The Executive Director has determined that during the first five
years that the proposed new rule is in effect, it will: not create
or eliminate a government program; not require the creation of
new employee positions or the elimination of existing employee
positions; require an increase in future legislative appropriations
to the agency, require an increase or decrease in fees paid to
the agency; expand, limit, or repeal an existing regulation; not
increase or decrease the number of individuals subject to the
rules’ applicability; or not positively or adversely affect this state's
economy. The rule is new and therefore creates a new regu-
lation. It is required by section 571.064(b) of the Government
Code.

The Texas Ethics Commission invites comments on the pro-
posed new rule from any member of the public. A written state-
ment should be emailed to public_comment@ethics.state.tx.us,
or mailed or delivered to Seana Willing, Texas Ethics Commis-
sion, P.O. Box 12070, Austin, Texas 78711-2070, or by facsimile
(FAX) to (512) 463-5777. A person who wants to offer spoken
comments to the commission concerning the proposed new rule
may do so at any commission meeting during the agenda item
relating to the proposed new rule. Information concerning the
date, time, and location of commission meetings is available by
telephoning (512) 463-5800 or on the Texas Ethics Commis-
sion's website at www ethics.state.fx.us.

New rule §18.31 is proposed under Texas Government Code
§571.062, which authorizes the commission to adopt rules to
administer Title 15 of the Election Code.

The proposed new rule §18.31 affects Title 15 of the Election
Code, and Chapters 305 and 572 of the Government Code.

§18.31.

(a) Pursuant to section 571.064 of the Government Code, the
reporting thresholds are adjusted as follows:
Figure 1. 1 TAC §18.31(a)
Figure 2: 1 TAC §18.31(a)
Figure 3: 1 TAC §18.31(a)
Figure 4: 1 TAC §18.31(a)

(b) The effective date of this rule is January 1, 2020.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Adjustments to Reporting Thresholds.

Filed with the Office of the Secretary of State on December 18,
2018.

TRD-201805488

Seana Willing

Executive Director

Texas Ethics Commission

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 463-5800

¢ ¢ ¢

CHAPTER 24. RESTRICTIONS ON
CONTRIBUTIONS AND EXPENDITURES
APPLICABLE TO CORPORATIONS AND
LABOR ORGANIZATIONS
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1 TAC §24.18

The Texas Ethics Commission (the Commission) proposes new
Texas Ethics Commission Rule §24.18, regarding the designa-
tion of a corporate expenditure made under section 253.100(a)
of the Election Code. The rule was petitioned under section
2001.021 of the Government Code. The foliowing is a state-
ment from a subcommittee of the members of the Commission
regarding the petition.

Our analysis begins with Tex. Election Code §253.094, which
provides that a corporation or labor organization may not make
a political contribution not authorized by that subchapter. There-
fore, the basic rule is that there is a general prohibition against
political contributions in Texas elections by corporations and la-
bor unions.

Tex. Election Code §253.100(a) authorizes an exception {o the
general prohibition by allowing a corporation, acting alone or with
one or more other corporations, to make one or more political
expenditures to finance the establishment or administration of
a GPAC. Section 253.100(b) allows corporate political expendi-
tures to finance the solicitation of political contributions to the
GPAC by shareholders and employees. Section 253.100(c) au-
thorizes labor unions to engage in any activity authorized for
a corporation in that section. So, both corporations and labor
unions may make expenditures to GPACs for the limited pur-
poses of financing the establishment or administration of the
GPAC under §253.100.

Mr. Fischer's proposed rule is based on the Texas Court of
Criminal Appeals case of Ex parte Elfis, 309 SW. 3d 71 (2010},
which held that §253.100 was not unconstitutionally vague, and
in which the Court stated "(t)here is no such thing as a legal un-
designated corporate political contribution... A corporation must
designate the purpose of the political contribution by...making ex-
penditures for the maintenance and operation of a corporate po-
litical committee.” Id. at 88. Following on the logic of the Court of
Criminal Appeals that there cannot be a legal undesignated cor-
porate political contribution (and presumably seeking to avoid
the potential civil and criminal liability for such an undesignated
- and possibly illegal - contribution), Mr. Fischer proposes a rule
that provides that a corporate expenditure to a GPAC will be au-
tomatically designated as restricted to the establishment, admin-
istration, maintenance, or operation of a GPAC if one of three
things occurs:

1. There is a contemporaneous written instruction that the ex-
penditure is so restricted;

2. The negotiable instrument conveying the contribution indi-
cates that the entity is a corporation; or

3. The GPAC accepting the contribution reports the contribution
as from a corporation or labor organization.

The subcommittee views this proposed rule as a wise, com-
mon-sense solution to the issue of a possibly undesignated con-
tribution, and one that assumes members of the regulated com-
munity are acting in compliance with the Election Code in the
absence of evidence to the contrary. Therefore, the subcom-
mittee recommends that the Commission publish Mr. Fischer's
proposed rule.

Seana Willing, Executive Director, has determined that for the
first five-year period the proposed rule is in effect, there will be
no fiscal implications for state or local government as a result of
enforcing or administering the proposed new rule.

The Executive Director has also determined that for each year of
the first five years the proposed new rule is in effect, the public
benefit will be clarity regarding the manner in which political ex-
penditures are designated in accordance with §253.100(a) of the
Election Code. There will not be an effect on small businesses,
micro-businesses, or rural communities. There is no anticipated
economic cost to persons who are required to comply with the
proposed new rule.

The Executive Director has determined that during the first five
years that the proposed new rule is in effect, it will not. create
or eliminate a government program; require the creation of new
employee positions or the elimination of existing employee posi-
fions; require an increase or decrease in fees paid to the agency;
expand, limit, or repeal an existing regulation; increase or de-
crease the number of individuals subject o the rules' applicabil-
ity, or positively or adversely affect this state's economy. The
rule is a new regulation.

The Texas Ethics Commission invites comments on the pro-
posed new rule from any member of the public. A written state-
ment should be emailed to public_comment@ethics.state.tx.us,
or mailed or delivered to Seana Willing, Texas Ethics Commis-
sion, P.O. Box 12070, Austin, Texas 78711-2070, or by facsimile
(FAX) to (512) 463-5777. A person who wants to offer spoken
comments to the commission concerning the proposed new rule
may do so at any commission meeting during the agenda item
relating to the proposed new rule. Information concerning the
date, time, and location of commission mesetings is available by
telephoning (512) 463-5800 or on the Texas Ethics Commis-
sion's website at www.ethics state.tx.us.

New rule §24.18 is proposed under Texas Government Code
§571.062, which authorizes the commission to adopt rules con-
cerning the laws administered and enforced by the commission.

The proposed new rule §24.18 affects Texas Election Code
§253.100.

$24.18.  Designation of Contribution for Administrative Purposes.

Any of the following will serve to designate a corporate expenditure as
restricted to the establishment, administration, maintenance, or opera-
tion of a general-purpose committee:

(1) A contemporaneous written instruction that the expen-
diture is restricted to the administration, maintenance, or operation of
the committee accepting the expenditure;

(2) The negotiable instrument conveying the contribution
contains language indicating that the entity is a corporation, including
but not limited to "Inc.," "Incorporated,” "Corp.," or "Corporation;" or

(3) The general-purpose committee accepting the contribu-
tion reports the contribution as monetary contribution or monetary sup-
port from a corporation or labor organization on the committee's cam-
paign finance report.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
fo adopt.

Filed with the Office of the Secretary of State on December 18,
2018.

TRD-201805486
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Seana Willing

Executive Director

Texas Ethics Commission

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 463-5800

¢ ¢ ¢

CHAPTER 34. REGULATION OF LOBBYISTS
SUBCHAPTER C. COMPLETING THE
REGISTRATION FORM

1 TAC §34.77

The Texas Ethics Commission (the Commission) proposes new
Texas Ethics Commission Rule §34.77, which would require a
lobbyist to disclose on the lobby registration (Form REG) filed
with the Commission the number assigned to the lobbyist's
active registration under the Foreign Agents Registration Act
(FARA) that is filed with the U.S. Attorney General (AG).

This ruleis published in response to a request from two members
of the Texas Legislature and is intended to further transparency.
FARA requires an agent of a foreign principal to register with
the AG (as head of the U.S. Department of Justice) by filing a
Registration Statement, including disclosure of income from the
foreign principal and the scope of activities as an agent. A FARA
Registration Statement or a Short Form Registration Statement
is assigned a registration number that is displayed on the reg-
istration and other associated filings. The proposed new rule
would require a person who registers with the Commission as
a lobbyist to disclose their FARA registration number on their
lobbyist registration. Once the FARA Registration Statement is
terminated, the requirement to disclose the FARA registration
number on the lobbyist registration would cease.

Seana Willing, Executive Director, has determined that enforcing
and administering the proposed new rule will have a fiscal impact
on the agency's budget of $10,000 for the first year only.

The Executive Director has also determined that for each year
of the first five years the proposed new rule is in effect, the pub-
lic benefit will be public disclosure in Texas that a registrant has
separately registered under FARA. There will not be an effect
on small businesses, micro-businesses, or rural communities.
There is no anticipated economic cost to persons who are re-
quired to comply with the proposed new rule.

The Executive Director has determined that during the first five
years that the proposed new rule is in effect, it will not. create
or eliminate a government program; require the creation of new
employee positions or the elimination of existing employee posi-
fions; require an increase or decrease in fees paid to the agency;
expand, limit, or repeal an existing regulation; increase or de-
crease the number of individuals subject o the rules' applicabil-
ity; or positively or adversely affect this state's economy. The
rule is a new regulation and would require a one-time $10,000
increase in the Commission's legislative appropriations.

The Texas Ethics Commission invites comments on the pro-
posed new rule from any member of the public. A written state-
ment should be emailed to public_comment@ethics.state.tx.us,
or mailed or delivered to Seana Willing, Texas Ethics Commis-
sion, P.O. Box 12070, Austin, Texas 78711-2070, or by facsimile
(FAX) to (512) 463-5777. A person who wants to offer spoken
comments to the commission concerning the proposed new rule
may do so at any commission meeting during the agenda item

relating to the proposed new rule. Information concerning the
date, time, and location of commission meetings is available by
telephoning (512) 463-5800 or on the Texas Ethics Commis-
sion's website at www.ethics state.tx.us.

New rule §34.77 is proposed under Texas Government Code
§571.062, which authorizes the commission to adopt rules con-
cerning the laws administered and enforced by the commission.

The proposed new rule §34.77 affects Chapter 305 of the Gov-
ernment Code.

§34.77.  Disclosure of Registration under Foreign Agents Registra-
tion Act.

The registration of any person who has also filed an active registra-
tion statement under the Foreign Agents Registration Act of 1938, as
amended (22 U.S.C. §611 et seq.), must include the registration num-
ber assigned to the registration statement by the United States Attorney
General until the registration statement is terminated.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on December 18,
2018.

TRD-201805480

Seana Willing

Executive Director

Texas Ethics Commission

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 463-5800

¢ ¢ ¢

TITLE 4. AGRICULTURE

CHAPTER 7. PESTICIDES
SUBCHAPTER D. USE AND APPLICATION
4 TAC §7.30

The Texas Department of Agriculture (Department) proposes the
amendment of Title 4, Part 1, Chapter 7, Subchapter D, §7.30,
relating to Classification of Pesticides. The proposal is made
in order to add mandatory training prior to the application of
3,6-Dichloro-o-anisic acid (dicamba), as required by the Environ-
mental Protection Agency (EPA), and 2,4-dichlorophenoxyacetic
acid (2,4-D), in order to reduce the potential for misapplication of
the products which could cause damage to sensitive crops which
may be exposed to the pesticides.

The amendments are also proposed to align use requirements
for applicators of dicamba with the product label which was re-
vised by the Environmental Protection Agency to require train-
ing for applicators prior to over-the-top applications of the prod-
uct. Applications of 2,4-D or dicamba by untrained applicators
can cause significant economic damage to non-tolerant cotton,
grapes, peanuts and other non-tolerant crops grown in the state
exposed to the state-limited-use pesticides.

By requiring yearly product training, applicators will maintain cur-
rent knowledge of topics including application timing, nozzle re-
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quirements/selection, wind speed, ground speed, boom height,
tank cleanout, sensitive crops and buffer zone requirements,
weather conditions, and drift, volatility and inversion. Training
will ensure that applicators are knowledgeable of proper applica-
tion techniques and compliance with label requirements in order
to best protect surrounding sensitive crops.

Dale R. Scott, Director for Environmental and Biosecurity Pro-
grams, has determined there will be minimal fiscal impact for
state government as a result of administering the proposed
change. There will be no significant fiscal impact to the De-
partment. Texas A&M AgrilLife Extension Service (Agrilife) is
currently a provider of continuing education units (CEU) for
various pesticide training courses. During the 2018 growing
season, AgriLife provided fraining to over 6,700 pesticide
applicators regarding the use and application of dicamba.
Agrilife will continue to provide continuing education courses
for dicamba, and will begin offering training for 2,4-D. Agrilife
currently receives funds to subsidize the costs of training in the
form of grants from the Department, and funds from industry
stakeholders. It is not anticipated that there will be a significant
state fiscal impact associated with additional training regarding
application of 2,4-D and dicamba. There will be no fiscal impact
on local government.

Mr. Scott has also determined that for each year of the first five
years the proposal is in effect, the public benefit will be the pre-
vention of misapplications of herbicides causing economic dam-
age to sensitive crops. 1n 2017, over 7 million acres were planted
in Texas, all of which could be susceptible to the active ingredi-
ents of 2,4-D or dicamba.

There will be minimal adverse fiscal impact on individuals, and
small or micro businesses as a result of the proposed rule
changes. Pesticide applicators are currently required to meet
continuing education requirements as part of their recertification
process. The proposed rules will allow applicators {o use
credit hours obtained through additional 2,4-D and dicamba
training toward satisfying continuing education units, and will
not increase the hours currently required to meet an applicator's
continuing education requirements. Additionally, the cost of
2,4-D and dicamba training courses will be largely offset by
industry stakeholders, including manufacturers. There will be
no anticipated negative fiscal impact on rural communities.

Mr. Scott has provided the following information related to the
government growth impact statement, as required pursuant to
Texas Government Code, §2001.021. As a result of implement-
ing the proposal, for the first five years the proposed rule is in
effect:

(1) no new or current government or Department programs will
be created or eliminated;

(2) no employee positions will be created, nor will any existing
Department staff positions be eliminated; and

(3) there will not be an increase or decrease in future legislative
appropriations to the Department.

Additionally, Mr. Scott has determined that for the first five years
the proposed rule is in effect:

(1) there will be no increase or decrease in fees paid to the De-
partment;

(2) there will be new regulations created by the proposal;

(3) there will be no increase or decrease to the number of individ-
uals subject to the proposal, as all pesticide applicators currently

subjectto the rule must comply with pesticide label requirements;
and

(4) the proposal is not anticipated to have an adverse effect on
the Texas economy.

Written comments on the proposal may be submitted to Dale
R. Scott, Director for Environmental and Biosecurity Programs,
Texas Department of Agriculture, P.O. Box 12847, Austin, Texas
78711 or by email to rulecomments@ TexasAgriculture.gov.
Comments must be received no later than February 1, 2019.

The amendments are proposed under §76.004 of the Texas Agri-
culture Code, which provides the Department with the authority
to adopt rules related to the labeling requirements for pesticides
required to be registered under Chapter 76.

The code affected by the proposal is the Texas Agriculture Code,
Chapter 76.

$7.30.  Classification of Pesticides.

(a) State-Limited-Use Pesticides Defined by Active Ingredi-
ent.

(1y-(4) (No change.)
(5) The following are restrictions on use and distribution of
State-Limited-Use pesticides and regulated herbicides:

(A)-(C) (No change.)

(D) A person may not apply 2,4-dichlorophenoxyacetic
acid (2.4-D) on a transgenic auxin herbicide tolerant crop unless the
person has attended an auxin training course approved by the Depart-
ment prior to application.

(i)  One (1) 2,4-D continuing education unit (CEU)

shall be required annually and is valid for one year from the date of
course attendance.

(i) Courses shall be approved by the Department
and may not be less than 50 minutes in length for each active ingredi-
ent. No more than one (1) CEU will be assigned for any 50 minutes of
actual instruction time in Laws and Regulations as described in §7.24
of this title, relating to applicator recertification.

(iii) Each course shall include topics on: applica-
tion timing, nozzle requirements/selection, wind speed, ground speed,
boom height, tank cleanout, sensitive crops and buffer zone require-
ments, weather conditions, and drift, volatility and inversion.

(E) A person may not apply 3,6-Dichloro-o-anisic acid
(dicamba) on a transgenic auxin herbicide tolerant crop unless the per-
son has attended an auxin training course approved by the Department

(i) One (1) dicamba continuing education unit
(CEU) shall be required annually and is valid for one year from the
date of course attendance.

(i) Courses shall be approved by the Department
and may not be less than 50 minutes in length for each active ingredi-
ent. No more than one (1) CEU will be assigned for any 50 minutes of
actual instruction time in Laws and Regulations as described in §7.24
of this title, relating to applicator recertification.

(iii) Each course shall include topics on: applica-
tion timing, nozzle requirements/selection, wind speed, ground speed,
boom height, tank cleanout, sensitive crops and buffer zone require-
ments, weather conditions, and drift, volatility and inversion.

{(b) - (¢) (No change.)
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The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
{o adopt.

Filed with the Office of the Secretary of State on December 17,
2018.

TRD-201805447

Jessica Escobar

Assistant General Counsel

Texas Department of Agriculture

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 463-4075

¢ ¢ ¢

CHAPTER 30. COMMUNITY DEVELOPMENT
SUBCHAPTER A. TEXAS COMMUNITY
DEVELOPMENT BLOCK GRANT PROGRAM

The Texas Department of Agriculture (Department) proposes the
amendment of Chapter 30, Subchapter A, Division 1, §30.3, re-
lating to Program Overview, the repeal of Subchapter A, Divi-
sion 3, §30.64, relating to the Community Enhancement Fund
(CEF); proposes new Subchapter A, Division 3, §30.64, relat-
ing to the Fire, Ambulance & Services Truck (FAST) Fund; and
amendments to Subchapter A, Division 3, §30.52, relating to
the Texas Capital Fund--Real Estate and Infrastructure Devel-
opment Programs. The proposed rules clarify current program
requirements, repeal a fund category no longer administered by
the Department, and include rules for a new program fund ad-
ministered by the Department.

Section 30.64 is proposed for repeal to remove reference to
the Community Enhancement Fund, a fund category under the
Community Development Block Grant (CDBG) Program which
is no longer administered by the Department. New §30.64 adds
rules related to the Fire, Ambulance & Services Truck (FAST)
Fund, a new category eligible for CDBG funding beginning in
Program Year 2019. The proposed rules are related to FAST
application cycle, eligibility requirements, and selection proce-
dures. Amendments to §30.3 reflect the changes made as a
result of the proposed repeal and new rules.

The proposed amendments to §30.52 clarify grant application
criteria and provide a more efficient application evaluation
process in order to provide economic development assistance
in an equitable manner.

Suzanne Barnard, Director for CDBG Programs, has determined
that for the first five years the rules are in effect, there will be no
adverse fiscal implications for state or local governments as a
result of the proposal.

Ms. Barnard has also determined that for each year of the first
five years the rules are in effect, the public benefit anticipated as
a result of administering the rules will be enhanced accessibility
to emergency response vehicles in underserved communities.
There will be no adverse economic effect on micro-businesses,
small businesses orindividuals as a result of the proposal. There
will be no adverse impact to rural communities.

Ms. Barnard has provided the following information related to
the government growth impact statement, as required pursuant

to Texas Government Code, §2001.021. As a result of imple-
menting the proposal, for the first five years the proposed rule is
in effect:

(1) no new or current government or Department programs will
be created or eliminated;

(2) no employee positions will be created, nor will any existing
Department staff positions be eliminated; and

(3) there will not be an increase or decrease in future legislative
appropriations to the Department.

Additionally, Ms. Barnard has determined that for the first five
years the proposed rule is in effect:

(4) there will be no increase or decrease in fees paid to the De-
partment;

(5) there will be new regulations created by the proposal,

(6) there will be no increase or decrease to the number of indi-
viduals subject to the proposal, as communities in Texas remain
subject to CDBG program rules and eligibility requirements; and

(7) the proposal is not anticipated to have an adverse effect on
the Texas economy.

Written comments on the proposal may be submitted to Suzanne
Barnard, Director for CDBG Programs, Texas Department of
Agriculture, P.O. Box 12847, Austin, Texas 78711, or by email
to RuleComments@ TexasAgricufture.gov. Comments must be
received no later than February 1, 2019.

DIVISION 1. GENERAL PROVISIONS
4 TAC §30.3

The proposal is made under Texas Government Code §487.051,
which designates the Department as the agency to administer
the federal community development block grant non-entittement
program, and §487.052, which provides authority for the Depart-
ment to adopt rules as necessary to implement Chapter 487.

The code affected by the proposal is Texas Government Code,
Chapter 487.

$30.3.  Program Overview.

(a) Fund categories. TxCDBG Program assistance is available
through the following seven fund categories.

(1y-(6) (No change.)

(7) Fire, Ambulance & Services Truck (FAST) Fund pro-
vides assistance to rural communities for fire, ambulance, and similar
emergency vehicle response needs. [Community Enhancement Fund
(CER is designed to stimulate a community's economie development
efforts and improve sel-sufficiency, while providing a benefit that po-
tentially enhances the overall quality of lite tor all residents within a
commanity:|

(b) (No change.)

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on December 19,
2018.
TRD-201805544
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Jessica Escobar

Assistant General Counsel

Texas Department of Agriculture

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 463-4075

¢ ¢ ¢

DIVISION 3. ADMINISTRATION OF
PROGRAM FUNDS
4 TAC §30.52, §30.64

The proposal is made under Texas Government Code §487.051,
which provides the Department authority to administer the state's
community development block grant non-entittement program,
and §487.052, which provides authority for the Department to
adopt rules as necessary to implement Chapter 487.

The code affected by the proposal is Texas Government Code,
Chapter 487.

$30.52.  Texas Capital Fund--Real Estate and Infrastructure Devel-
opment Programs.

(a) Application cycle. Applications for Real Estate and
Infrastructure funding are accepted on a quarterly [monthly] basis.
[Applications not selected for award may be resubmitted for consider-
ation 1 subsequent rounds:|

(by- (c) (No change.)

(d) Selection procedures.

(1) Preliminary review and scoring of applications. The
department will review and score applications based on selection crite-

ria which focus on the following factors (detailed application and scor-
ing information are available in the TCF application guidelines):

(A) Job creation criteria:
(i) cost-per-job;

(ii) wage impact; and

(iii) _primary jobs created/retained,

45 job impaet:}
(B) (No change.)
(C) Readiness to proceed:

(i) executed company-contractor agreement; and

(ii) environmental clearance.
(2)-(3) (No change.)

(4) Tie score. In the event of a tie score, tying applications
are ranked from highest to lowest based on the lowest proposed cost-
per-job. If a tie still exists after applying the first tie-breaker criteria,
then applications are ranked from highest to lowest based on the lowest
per capita income [greatest propesed jfob impaet].

(e)-(g) (No change.)
$30.64.  Fire, Ambulance & Services Truck (FAST) Fund.

(a) Application cycle. Contingent on the availability of fund-
ing, applications for the Fire, Ambulance & Services Truck (FAST)

Fund will be accepted annually, during a period specified by the de-
partment. Funding for this program will be provided from deobligated
funds and other external sources, when available.

(b) Eligible vehicles. Eligible FAST vehicles include:
(1) fire trucks (all types),

(2) ambulances and similar emergency medical vehicles;

(3) jaws of life and similar rescue equipment;

(4) rescue boats and similar specialized emergency vehi-
cles; and

(5) other vehicles identified in the application guidelines.

(¢) Ineligible vehicles. Ineligible FAST vehicles include:

(1) police cars and other vehicles primarily used by law
enforcement; and

(2) vehicles used primarily for the general conduct of gov-
ernment.

(d) Selection procedures. Applications will be evaluated by
the department based on selection criteria which includes the following
factors (detailed application and scoring information is available in the
application guidelines):

(1)  community need:

(A) poverty rate of applicant (cities compared to cities,
and counties compared to counties),

(B) per capita income (cities compared to cities, and
counties compared to counties),

(2) previous TxCDBG funding; and

(3) past performance on TxCDBG grants.

(e) Tie score. In the event of a tie score, tying applications
are ranked from highest to lowest based on the highest percentage of
low-to-moderate income persons benefitting from the proposed project.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
{o adopt.

Filed with the Office of the Secretary of State on December 19,
2018.

TRD-201805546

Jessica Escobar

Assistant General Counsel

Texas Department of Agriculture

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 463-4075

4 L4 4
4 TAC §30.64

The proposal is made under Texas Government Code §487.051,
which provides the Department authority to administer the state's
community development block grant non-entitement program,
and §487.052, which provides authority for the Department to
adopt rules as necessary to implement Chapter 487.

The code affected by the proposal is Texas Government Code,
Chapter 487.

$30.64. Community Enhancement Fund (CEF).

PROPOSED RULES January 4, 2019 44 TexReg 15

ED_002642_00011625-00007



The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
{o adopt.

Filed with the Office of the Secretary of State on December 19,
2018.

TRD-201805545

Jessica Escobar

Assistant General Counsel

Texas Department of Agriculture

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 463-4075

¢ ¢ ¢

PART 2. TEXAS ANIMAL HEALTH
COMMISSION

CHAPTER 51. ENTRY REQUIREMENTS
4 TAC §51.9

The Texas Animal Health Commission (Commission) proposes
amendments to Chapter 51, entitled "Entry Requirements," in 4
TAC §51.9. The purpose of these amendments to Chapter 51
is to remove the Brucellosis test requirement for farmed exotic
cervidae to enter the state.

The Commission has had a requirement that exotic cervidae en-
tering Texas be Brucellosis tested. The United States Animal
Health Association (USAHA) issued a Resolution that urges that
states remove a Brucellosis test requirement for these exotic
cervidae moving in interstate commerce. The reason for this
request is there are no known reservoirs for Brucellosis outside
of the Designated Surveillance Area (DSA) which is located in
the Greater Yellowstone Area (GYA) in the states of Montana,
Idaho and VWyoming and therefore, the testing requirement to
enter Texas is being removed for farmed exotic cervidae. How-
ever, for any farmed exotic cervidae that have resided within the
DSA of the GYA, they are still required to be tested prior to entry
into Texas. The requirement to be Brucellosis tested still applies
if the exotic cervidae has been a free ranging exotic cervidae
from any state.

FISCAL NOTE

Mrs. Larissa Schmidt, Chief of Staff, Texas Animal Health Com-
mission, has determined that for the first five-year period the
rules are in effect, there will be no significant additional fiscal
implications for state or local government because of enforcing
or administering the rules.

REGULATORY ANALYSIS

Public Benefit: Ms. Schmidt has also determined that for each
year of the first five (5) years the rules are in effect, the public
benefit anticipated because of enforcing the rules will be remov-
ing a requirement to enter Texas.

Local Employment iImpact Statement: In accordance with Texas
Government Code §2001.022, this agency has determined that
the proposed rules will not impact local economies and, there-
fore, did not file a request for a local employment impact state-
ment with the Texas Workforce Commission.

Major Environmental Rule: The Commission has determined
that Government Code, §2001.0225 (Regulatory Analysis of Ma-
jor Environmental Rules), does not apply to the proposed rule.

Takings Assessment. The agency has determined that the pro-
posed governmental action will not affect private real property.
The proposed amendments are an activity related to the han-
dling of animals, including requirements for testing, movement,
inspection, identification, reporting of disease, and treatment, in
accordance with Title 4 TAC §59.7, and are, therefore, compliant
with the Private Real Property Preservation Act in Government
Code, Chapter 2007.

EIS. The Commission has determined that the animal agri-
cultural industries meet the statutory definition of a small or
microbusiness (Government Code, Chapter 2006), and that the
proposed rule would affect rural communities (as defined by
Government Code, Chapter 2006); however, the Commission
also has determined that the rule as proposed will not resuilt
in adverse economic impacts to small and microbusinesses or
rural communities because it is for animals entering the state
and not from the state.

RFA: The proposed rule does minimize adverse impacts on
affected small businesses and/or rural communities located in
Texas by allowing an easier standard to meet for exotic cervidae
entering the state.

GGIS: In compliance with the requirements of Government
Code, §2001.0221, the Commission has prepared the following
Government Growth Impact Statement (GGIS). The rule as
proposed, if adopted:

(1) will neither create nor eliminate a government program;

(2) will not result in an increase or decrease in the number of
full-time equivalent employee needs;

(3) will not result in a need for additional General Revenue fund-
ing;

(4) will not affect the amount of any fee;

(5) will modify a pre-existing regulation;

(6) will not expand an existing regulation;

(7) may increase the number of individuals subject to regulation;
and

(8) will not adversely affect the state's economy.

Rule Reduction Statement: The commission has determined
that the rule as proposed follows the legislative requirement that
the commission shall protect all livestock, exotic livestock, do-
mestic fowl, and exotic fowl within the state from regulatory dis-
eases. It does not impose a direct cost on regulated persons
within the state but rather removes a regulatory disease compli-
ance requirement, and therefore it is not necessary to repeal or
amend any other existing rule.

REQUEST FOR COMMENT

Comments regarding the proposed amendments may be sub-
mitted to Amanda Bernhard, Texas Animal Health Commission,
2105 Kramer Lane, Austin, Texas 78758, by fax at (512) 719-
0719 or by e-mail at comments@tahc.texas.com.

STATUTORY AUTHORITY

The amendments are proposed under the following statutory au-
thority as found in Chapter 161 of the Texas Agriculture Code.
The Commission is vested by statute, §161.041(a), with the re-
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quirement to protect all livestock, domestic animals, and domes-
tic fowl from disease. The Commission is authorized, through
§161.041(b), to act to eradicate or control any disease or agent
of transmission for any disease that affects livestock.

Pursuant to §161.054, and entitied Regulation of Movement of
Animals, "[t]he Commission, by rule, may regulate the movement
of animals. The Commission may restrict the intrastate move-
ment of animals even though the movement of the animals is
unrestricted in interstate or international commerce.”

Pursuant to §161.048, and entitled, Inspection of Shipment of
Animals or Animal Products, “[tThe commission may require test-
ing, vaccination, or another epidemiclogically sound procedure
before or after animals are moved. An agent of the Commission
is entitled to stop and inspect a shipment of animals or animal
products being transported in this state in order to determine if
the shipment originated from a quarantined area or herd; or de-
termine if the shipment presents a danger to the public health
or livestock industry through insect infestation or through a com-
municable or noncommunicable disease.”

Pursuant to §161.005, and entitled, Commission Written Instru-
ments, "[tthe Commission may authorize the executive director
or another employee to sign written instruments on behalf of the
commission. Awritten instrument, including a quarantine or writ-
ten notice signed under that authority, has the same force and
effect as if signed by the entire Commission."

Pursuant to §161.044, entitted Regulation of Livestock Move-
ment from Stockyards or Railway Shipping Pens, "[tlhe commis-
sion may regulate the movement of livestock out of stockyards
or railway shipping pens and require treatment or certification of
those animals as reasonably necessary to protect against com-
municable diseases".

Pursuant to §161.046, entitled Rules, "[tlhe commission may
adopt rules as necessary for the administration and enforcement
of this chapter.”

Pursuant to §161.049, entitled Dealer Records, "[tlhe commis-
sion may require a livestock, exotic livestock, domestic fowl,
or exotic fowl dealer to maintain records of all livestock, exotic
livestock, domestic fowl, or exotic fowl bought and sold by the
dealer.”

Pursuant to §161.061, entitled Establishment, "[ilf the commis-
sion determines that a disease listed in Section 161.041 of this
code or an agency of transmission of one of those diseases ex-
ists in a place in this state or among livestock, exotic livestock,
domestic animals, domestic fowl, or exotic fowl, or that a place
in this state or livestock, exotic livestock, domestic animals, do-
mestic fowl, or exotic fowl are exposed to one of those diseases
or an agency of transmission of one of those diseases."

Pursuant to §161.081, entitled Importation of Animals, "[tlhe
commission by rule may regulate the movement, including
movement by a railroad company or other common carrier, of
livestock, exotic livestock, domestic animals, domestic fow,
or exotic fowl into this state from another state, territory, or
country.”

Pursuant to §161.112, entitled Rules, "[tlhe commission shall
adopt rules relating to the movement of livestock, exotic live-
stock, and exotic fowl from livestock markets and shall require
tests, immunization, and dipping of those livestock as necessary
to protect against the spread of communicable diseases.”

Pursuant to §161.113, entitled Testing or Treatment of Livestock,
"[ilf the commission requires testing or vaccination under this
subchapter, the testing or vaccination must be performed by
an accredited veterinarian or qualified person authorized by the
commission. The state may not be required to pay the cost of
fees charged for the testing or vaccination. And if the commis-
sion requires the dipping of livestock under this subchapter, the
livestock shall be submerged in a vat, sprayed, or treated in an-
other sanitary manner prescribed by rule of the commission."

Pursuant to §161.114, entitled Inspection of Livestock "[a]n au-
thorized inspector may examine livestock consigned to and de-
livered on the premises of a livestock market before the livestock
are offered for sale. If the inspector considers it necessary, the
inspector may have an animal tested or vaccinated. Any testing
or vaccination must occur before the animal is removed from the
livestock market.”

No other statutes, articles or codes are affected by the proposal.

$51.9.  Exotic Livestock and Fowl.

(a) Exotic Livestock. The following named species entering
the State of Texas shall meet the specific requirements in paragraphs
(1) - (4) of this subsection:

Eree Herd or negative] to a brucellosis test within 30 days prior to entry
if from the Brucellosis Designated Surveillance Area (DSA)located in
the states of Idaho, Wyoming, and Montana or for any free ranging
exotic cervidae trapped for movement. Tuberculosis test requirements
see §51.10(c) of this chapter (relating to Cervidae). Susceptible species
(1.e. elk) must meet the Chronic Wasting Disease requirements, see
§51.10(a) and (b) of this title [chapter].

(2) Exotic Bovidae--Negative to a brucellosis test within
30 days prior to entry. Negative to a tuberculosis test within 60 days
prior to entry.

(3) Camelidae--The executive director of the commission
may require a brucellosis and tuberculosis test of any camelidae, from
out of state, when there is epidemiological risk of exposure or infection
to either disease. Entry may be denied based on the results of these tests
or inspections.

(4) Exotic Swine--Tested negative to pseudorabies and
brucellosis within 30 days prior to entry or originate from a brucellosis
validated free and pseudorabies qualified free herd, in addition to an
entry permit and a certificate of veterinary inspection.

(b) Exotic Fowl. Ratites entering the State of Texas shall meet
the specific requirements listed in paragraphs (1) - (4) of this subsec-
tion:

(1) Each bird will be individually identified with either an
RFID device, a permanently attached tag or an implanted clectronic
device (microchip). The identification will be shown on the certifi-
cate of veterinary inspection along with the location and name brand
of the implanted electronic device. If an animal has more than one
implanted microchip, then the location, microchip number, and name
brand of each will be documented on the certificate of veterinary in-
spection. Birds or hatching eggs must originate from flocks that show
no evidence of infectious disease and have had no history of Avian In-
fluenza in the past six months. In addition, each bird must be tested and
found to be serologically negative for Avian Influenza and Salmonella
pullorum-typhoid from a sample collected within 30 days of shipment.
A bird serologically positive for Avian Influenza may be admitted if a
virus isolation test via cloacal swab conducted within 30 days of ship-
ment 1s negative for Avian Influenza. The testing is to be performed
in a state approved diagnostic laboratory in the state of origin. Sero-
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logically positive birds admitted under this section must be held under
quarantine on the premise of destination in Texas for virus isolation
retest.

(2) Ratites destined for slaughter only may enter Texas ac-
companied by an entry permit and either an owner-shipper statement
or health certificate without meeting the requirements of paragraph (1)
of this subsection.

(3) Al ratites originating within Texas and changing own-
ership or being offered for public sale or sold by private treaty within
the state must be individually identified with an implanted electronic
device, a tag or band.

(4) Allidentification must be maintained in the sale records
for consignments to a public sale or in the records of the buyer and
seller when the animals are sold at private treaty. These records must
be maintained for a period of three vears.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on December 18,
2018.

TRD-201805500

Larissa Scmidt

Chief of Staff

Texas Animal Health Commission

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 719-0722

¢ ¢ ¢
TITLE 22. EXAMINING BOARDS

PART 15. TEXAS STATE BOARD OF
PHARMACY

CHAPTER 281. ADMINISTRATIVE PRACTICE
AND PROCEDURES

SUBCHAPTER C. DISCIPLINARY
GUIDELINES

22 TAC §281.68

The Texas State Board of Pharmacy proposes amendments
{o §281.68, concerning Remedial Plan. The amendments, if
adopted, clarify that the Board shall remove all records of a
completed remedial plan at the end of the fiscal year of the fifth
anniversary of the date the board entered the remedial plan in
accordance with section 565.060 of the Pharmacy Act.

Allison Vordenbaumen Benz, R.Ph., M.S., Executive Direc-
for/Secretary, has determined that, for the first five-year period
the rules are in effect, there will be no fiscal implications for state
or local government as a result of enforcing or administering the
rule. Ms. Benz has determined that, for each year of the first
five-year period the rule will be in effect, the public benefit antici-
pated as a result of enforcing the amendments will be to provide
consistency between state law and Board rules regarding the
retention of records relating to completed remedial plans. There
is no anticipated adverse economic impact on large, small or
micro-businesses (pharmacies), rural communities, or local or

state employment. Therefore, an economic impact statement
and regulatory flexibility analysis are not required.

For each year of the first five years the proposed amendment
will be in effect, Ms. Benz has determined the following:

(1) The proposed rule does not create or eliminate a government
program;

(2) Implementation of the proposed rule does not require the cre-
ation of new employee positions or the elimination of existing
employee positions;

(3) Implementation of the proposed rule does not require an in-
crease or decrease in the future legislative appropriations to the
agency;

(4) The proposed rule does not require an increase or decrease
in fees paid to the agency;

(5) The proposed rule does not create a new regulation;

(6) The proposed rule does not limit or expand an existing regu-
lation;

(7) The proposed rule does notincrease or decrease the number
of individuals subject to the rule's applicability; and

(8) The proposed rule does not positively or adversely affect this
state's economy.

Written comments on the amendments may be submitted to
Megan G. Holloway, Assistant General Counsel, Texas State
Board of Pharmacy, 333 Guadalupe Street, Suite 3-500, Austin,
Texas, 78701, FAX (512) 305-8061. Comments must be re-
ceived by 5:00 p.m., February 3, 2019.

The amendments are proposed under §§551.002, 554.051, and
562.1011 of the Texas Pharmacy Act (Chapters 551 - 569, Texas
Occupations Code). The Board interprets §551.002 as authoriz-
ing the agency to protect the public through the effective control
and reguiation of the practice of pharmacy. The Board inter-
prets §554.051(a) as authorizing the agency to adopt rules for
the proper administration and enforcement of the Act.

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551 - 569, Texas Occupations Code.

$281.68.  Remedial Plan.

(a) The board may issue a remedial plan by agreement with
the respondent to resolve the investigation of a complaint relating to
the Act unless the complaint involves:

(1) a death;

(2) a hospitalization;

(3) the commission of a felony,

(4) the unlicensed practice of a licensee or registrant;
(5) audit shortages;

(6) diversion of controlled substances;

(7) impairment by chemical abuse or mental or physical
illness of a licensee or registrant,

(8) unauthorized dispensing of a prescription drug;
(9) gross immorality as defined by the board;

(10) engaging in fraud, deceit, or misrepresentation as de-
fined by board rule;
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(11) disciplinary action by another regulatory board of this
state or another state; or

(12) any other matter determined by the board.

(b) The board shall not impose a remedial plan if the appropri-
ate resolution of the complaint involves a restriction on the manner in
which a license holder practices pharmacy.

(c) The board may not issue a remedial plan to resolve a com-
plaint against a license holder if the license holder has entered into a
remedial plan with the board in the preceding 24 months for the reso-
lution of a different complaint relating to this subtitle.

(d) If a license holder complies with and successfully com-
pletes the terms of a remedial plan, the board shall remove all records
of'the remedial plan from the board's records at the end of the fiscal year
in which the fifth anniversary of the date the board issued the terms of
the remedial plan occurs in accordance with §565.060 of the Act [on
dial plan].

(e¢) The board may assess a fee against a license holder partic-

costs of adnunistering the plan.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on December 19,
2018.

TRD-201805529

Allison Vordenbaumen Benz, R.Ph., M.S.

Executive Director

Texas State Board of Pharmacy

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 305-8010

¢ ¢ ¢

CHAPTER 283. LICENSING REQUIREMENTS
FOR PHARMACISTS
22 TAC §283.12

The Texas State Board of Pharmacy proposes amendments
10 §283.12, concerning Licenses for Military Service Members,
Military Veterans, and Military Spouses. The amendments, if
adopted, allow a military service member, military veteran, or
military spouse to place his or her pharmacist license on inactive
status while not practicing pharmacy in Texas without paying a
fee.

Allison Vordenbaumen Benz, R.Ph., M.S., Executive Direc-
tor/Secretary, has determined that, for the first five-year period
the rules are in effect, there will be no fiscal implications for state
or local government as a result of enforcing or administering
the rule. Ms. Benz has determined that, for each year of the
first five-year period the rule will be in effect, the public benefit
anticipated as a result of enforcing the amendments will be to
decrease the financial burden of placing a pharmacist license
on inactive status for military service members, military veter-
ans, or military spouses who move out of state or temporarily
stop practicing pharmacy in Texas. There is no anticipated
adverse economic impact on large, small or micro-businesses
(pharmacies), rural communities, or local or state employment.

Therefore, an economic impact statement and regulatory flexi-
bility analysis are not required.

For each year of the first five years the proposed amendment
will be in effect, Ms. Benz has determined the following:

(1) The proposed rule does not create or eliminate a government
program;

(2) Implementation of the proposed rule does not require the cre-
ation of new employee positions or the elimination of existing
employee positions;

(3) Implementation of the proposed rule does not require an in-
crease or decrease in the future legislative appropriations to the
agency;

(4) The proposed rule does require a decrease in fees paid to
the agency;

(5) The proposed rule does not create a new regulation;

(6) The proposed rule does limit an existing regulation by lower-
ing the number of licensees required to pay a certain fee;

(7) The proposed rule does not increase or decrease the number
of individuals subject to the rule's applicability; and

(8) The proposed rule does not positively or adversely affect this
state's economy.

Written comments on the amendments may be submitted to
Megan G. Holloway, Assistant General Counsel, Texas State
Board of Pharmacy, 333 Guadalupe Street, Suite 3-500, Austin,
Texas, 78701, FAX (512) 305-8061. Comments must be re-
ceived by 5:00 p.m., February 3, 2019.

The amendments are proposed under §§551.002, 554.051, and
562.1011 of the Texas Pharmacy Act (Chapters 551 - 569, Texas
Occupations Code). The Board interprets §551.002 as authoriz-
ing the agency to protect the public through the effective control
and regulation of the practice of pharmacy. The Board inter-
prets §554.051(a) as authorizing the agency to adopt rules for
the proper administration and enforcement of the Act.

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551 - 569, Texas Occupations Code.

$283.12.  Licenses for Military Service Members, Military Veterans,
and Military Spouses.

(a) Definitions. The following words and terms, when used
in this section, shall have the following meanings, unless the context
clearly indicates otherwise.

(1) Active duty--Current full-time military service in the
armed forces of the United States or active duty military service as
a member of the Texas military forces, or similar military service of
another state.

(2) Armed forces of the United States--The army, navy, air
force, coast guard, or marine corps of the United States or a reserve
unit of one of those branches of the armed forces.

(3) Military service member--A person who is on active
duty.

(4) Military spouse--A person who is married to a military
service member.

(5) Military veteran--A person who has served on active
duty and who was discharged or released from active duty.

(b) Alternative licensing procedure. For the purpose
of §55.004, Occupations Code, an applicant for a pharmacist
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[pharmaeist's] license who is a military service member, military
veteran, or military spouse may complete the following alternative
procedures for licensing as a pharmacist.

(1) Requirements for licensing by reciprocity. An appli-
cant for licensing by reciprocity who meets all of' the following require-
ments may be granted a temporary license as specified in this subsec-
tion prior to completing the NABP application for pharmacist license
by reciprocity, and taking and passing the Texas Pharmacy Jurispru-
dence Examination. The applicant shall:

(A) complete the Texas application for pharmacist li-
cense by reciprocity that includes the following:

(i) name;

(it) addresses, phone numbers, date of birth, and so-
cial security number; and

(iii)  any other information requested on the applica-
tion;
(B) meet the educational and age requirements as set

forth in §283.3 of this title (relating to Educational and Age Require-
ments);

(C) present to the board proof of initial licensing by ex-
amination and proof that any current licenses and any other licenses
granted to the applicant by any other state have not been suspended,
revoked, canceled, surrendered, or otherwise restricted for any reason;

(D) meet all requirements necessary for the board to ac-
cess the criminal history records information, including submitting fin-
gerprint information, and such criminal history check does not reveal
any disposition for a crime specified in §281.64 of this title (relating
to Sanctions for Criminal Offenses) indicating [indieates] a sanction of
denial, revocation, or suspension; and

(E) be exempt from the application and examination
fees paid to the board set forth in §283.9(a)(2)(A) and (b) of this title

(relating to Fee Requirements for Licensure by Examination, Score
Transter and Reciprocity), and

(F) provide documentation of eligibility, including [te

include]:

(i) mlitary identification indicating that the appli-
cant 1s a military service member, military veteran, or military depen-
dent, if a military spouse; and

(i) marriage certificate, if a military spouse.
[pharmacist's| license has expired. An applicant whose Texas

pharmacist [pharmasist's] license has expired within five years pre-
ceding the application date:

(A) shall complete the Texas application for licensing
that includes the following:

(i) name;
(i) addresses, phone numbers, date of birth, and so-
cial security number; and
(iii)  any other information requested on the applica-
tion;
(B) shall provide documentation of eligibility, includ-
ing [te include]:

(i) military identification indicating that the appli-
cant 1s a military service member, military veteran, or military depen-
dent, if a military spouse; and

(i) marriage certificate, if a military spouse;
(C) shall pay the renewal fee specified in §295.5 of this

applicant shall be exempt from the fees specified in §295.7(3) of this
title (relating to Pharmacist License Renewal).

(D) shall complete approved continuing education re-
quirements according to the following schedule:

(i) if the Texas pharmacist license has been expired
for more than one year but less than two vears, the applicant shall com-
plete 15 contact hours of approved continuing education;

(i1)  if the Texas pharmacist license has been expired
for more than two years but less than three years, the applicant shall
complete 30 contact hours of approved continuing education; or

(iii)  if the Texas pharmacist license has been expired
for more than three years but less than five years, the applicant shall
complete 45 contact hours of approved continuing education; and

(E) 1snotrequired to take the Texas Pharmacy Jurispru-
dence Examination.

(3) A temporary license issued under this section 1s valid
for no more than six months and may be extended, if disciplinary ac-
tion is pending, or upon request, as otherwise determined reasonably
necessary by the executive director of the board.

(4) A temporary license 1ssued under this section expires
within six months of issuance if the individual fails to pass the Texas
Pharmacy Jurisprudence Examination within six months or fails to take
the Texas Pharmacy Jurisprudence Examination within six months.

(5) Anindividual may not serve as pharmacist-in-charge of
a pharmacy with a temporary license issued under this subsection.

(c) Expedited licensing procedure. For the purpose of
§55.005, Occupations Code, an applicant for a pharmacist license who
is a military service member, military veteran, or military spouse and
who holds a current license as a pharmacist issued by another state
may complete the following expedited procedures for licensing as a
pharmacist. The applicant shall:

(1) meet the educational and age requirements specified in
§283.3 of this title (relating to Educational and Age Requirements);,

(2) meet all requirements necessary in order for the board
to access the criminal history record information, including submitting
fingerprint information and being responsible for all associated costs;

(3) complete the Texas and NABP applications for reci-
procity. Any fraudulent statement made in the application for reci-
procity is grounds for denial of the application. If [; if] such application
1s granted, any fraudulent statement 1s grounds for suspension, revoca-
tion, and/or cancellation of any license so granted by the board. The
Texas application includes the following information:

(A) name;

(B) addresses, phone numbers, date of birth, and social
security number; and

(C) any other information requested on the application.

(4) [shall] present to the board proot of initial licensing by
examination and proof that their current license and any other license
or licenses granted to the applicant by any other state have not been
suspended, revoked, canceled, surrendered, or otherwise restricted for
any reasor,
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(5) [shall] pass the Texas Pharmacy Jurisprudence Exami-
nation with a mimimum grade of 75. (The passing grade may be used
for the purpose of licensure by reciprocity for a period of two years
from the date of passing the examination.) Should the applicant fail to
achieve a minimum grade of 75 on the Texas Pharmacy Jurisprudence
Examination, such applicant, in order to be licensed, shall retake the
Texas Pharmacy Jurisprudence Examination as specified in §283.11 of
this title (relating to Examination Retake Requirements) until such time
as a minimum grade of 75 is achieved; and

(6) [shall] be exempt from the application and examination
fees paid to the board set forth in §283.9(a)(2)(A) and (b).

(d) License renewal. As specified in §55.003, Occupations
Code, a military service member who holds a pharmacist license 1s
entitled to two years of additional time to complete any requirements
related to the renewal of the military service member's license as fol-
lows:

() A military service member who fails to renew their
pharmacist license in a timely manner because the individual was
serving as a military service member shall submit to the board:

(A) name, address, and license number of the pharma-
cist;

(B) military identification indicating that the individual
is a military service member; and

(C) a statement requesting up to two years of additional
time to complete the renewal.

(2) A military service member specified in paragraph (1) of
this subsection shall be exempt from fees specified in §295.7(3) of this
title (relating to Pharmacist License Renewal).

(3) A mulitary service member specified in paragraph (1) of
this subsection is entitled to two additional years of time to complete

this title (relating to Continuing Education Requirements).

(e) Inactive status. The holder of a pharmacist license who is
a military service member, a military veteran, or a military spouse who
holds a pharmacist license and who is not engaged in the practice of
pharmacy in this state may place the license on inactive status as spec-
ified in §295.9 of thus title (relating to Inactive License). The inactive
license holder:

(1) shall provide documentation to include:

(A) military identification indicating that the pharma-
cist 1s a mulitary service member, military veteran, or military depen-
dent, if a military spouse; and

(B) marriage certificate, if a military spouse;

(2) shall be exempt from the fees
§295.9(a)(1)(C) and §295.9(a)2XC) of this title;

specified in

(3) shall not practice pharmacy in this state; and

(4) may reactivate the license as specified in §295.9 of this
title (relating to Inactive license).

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
{o adopt.

Filed with the Office of the Secretary of State on December 19,
2018.

TRD-201805530

Allison Vordenbaumen Benz, R.Ph., M.S.

Executive Director

Texas State Board of Pharmacy

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 305-8010

¢ ¢ ¢
CHAPTER 291. PHARMACIES
SUBCHAPTER B. COMMUNITY PHARMACY

(CLASS A)
22 TAC §291.31

The Texas State Board of Pharmacy proposes amendments to
§291.31, concerning Definitions. The amendments, if adopted,
update the definitions of an automated counting device and au-
tomated pharmacy dispensing system, and correct grammatical
errors.

Allison Vordenbaumen Benz, R.Ph., M.8., Executive Direc-
tor/Secretary, has determined that, for the first five-year period
the rules are in effect, there will be no fiscal implications for state
or local government as a result of enforcing or administering
the rule. Ms. Benz has determined that, for each year of the
first five-year period the rule will be in effect, the public benefit
anticipated as a result of enforcing the amendments will be to
provide clearer regulatory language for Class A pharmacies
utilizing automated counting and dispensing systems. There
is no anticipated adverse economic impact on large, small or
micro-businesses (pharmacies), rural communities, or local or
state employment. Therefore, an economic impact statement
and regulatory flexibility analysis are not required.

For each year of the first five years the proposed amendment
will be in effect, Ms. Benz has determined the following:

(1) The proposed rule does not create or eliminate a government
program;

(2) Implementation of the proposed rule does not require the cre-
ation of new employee positions or the elimination of existing
employee positions;

(3) Implementation of the proposed rule does not require an in-
crease or decrease in the future legislative appropriations to the
agency;

(4) The proposed rule does not require an increase or decrease
in fees paid to the agency;

(5) The proposed rule does not create a new regulation;

(6) The proposed rule does not limit or expand an existing regu-
lation;

(7) The proposed rule does not increase or decrease the number
of individuals subject to the rule's applicability; and

(8) The proposed rule does not positively or adversely affect this
state's economy.

Written comments on the amendments may be submitted {o
Megan G. Holloway, Assistant General Counsel, Texas State
Board of Pharmacy, 333 Guadalupe Street, Suite 3-500, Austin,
Texas, 78701, FAX (512) 305-8061. Comments must be re-
ceived by 5:00 p.m., February 3, 2019.

The amendments are proposed under §§551.002, 554.051, and
562.1011 of the Texas Pharmacy Act (Chapters 551 - 569, Texas
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Occupations Code). The Board interprets §551.002 as authoriz-
ing the agency to protect the public through the effective control
and regulation of the practice of pharmacy. The Board inter-
prets §554.051(a) as authorizing the agency to adopt rules for
the proper administration and enforcement of the Act.

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551 - 569, Texas Occupations Code.

$291.31.  Definitions.

The following words and terms, when used in this subchapter, shall
have the following meanings, unless the context clearly indicates oth-
erwise.

(1) Accurately as prescribed--Dispensing,
and/or distributing a prescription drug order:

delivering,

(A) to the correct patient (or agent of the patient) for
whom the drug or device was prescribed,

(B) with the correct drug in the correct strength, quan-
tity, and dosage form ordered by the practitioner; and

(C) with correct labeling (including directions for use)
as ordered by the practitioner. Provided, however, that nothing herein
shall prohibit pharmacist substitution if substitution 1s conducted in
strict accordance with applicable laws and rules, including Chapter 562
of the Texas Pharmacy Act.

(2) Act--The Texas Pharmacy Act, Chapters 551 - 569 [55+
-~ 566 and 568 - 569], Occupations Code, as amended.

(3) Advanced practice registered nurse--A registered nurse
licensed by the Texas Board of Nursing to practice as an advanced prac-
tice registered nurse on the basis of completion of an advanced edu-
cation program. The term includes nurse practitioner, nurse midwife,
nurse anesthetist, and clinical nurse specialist. The term is synonymous
with advanced nurse practitioner and advanced practice nurse.

(4) Automated checking device--A device that confirms
that the correct drug and strength has been labeled with the correct
label for the correct patient prior to delivery of the drug to the patient.

(5) Automated [eompounding or] counting device--An au-
tomated device that is loaded with bulk drugs and[ecompounds; mea-

sures;| counts|;] and/or packages (i.e., fills a vial or other container) a
specified quantity of dosage units of a designated drug product.

(6) Automated pharmacy dispensing system [systems]--A
[mechanical] system that automatically performs operations or activ-
ities, other than compounding or administration, relative to the stor-

and maintains all transaction information. "Automated pharmacy dis-
pensing system [systems]" does not mean "Automated compounding
or counting device [devices]" or "Automated medication supply device
[devices]."

(7y Beyond use date--The date beyond which a product
should not be used.

(8) Board--The Texas State Board of Pharmacy.

(9) Confidential record--Any health-related record that
contains information that identifies an individual and that is maintained
by a pharmacy or pharmacist, such as a patient medication record,
prescription drug order, or medication order.

(10) Controlled substance--A drug, immediate precursor,
or other substance listed in Schedules I - V or Penalty Groups 1 - 4[1-4]
of the Texas Controlled Substances Act, as amended (Chapter 481,

Health and Safety Code), or a drug, immediate precursor, or other sub-
stance included in Schedules L, IL, IIT, TV, or V of the Federal Compre-
hensive Drug Abuse Prevention and Control Act of 1970, as amended
(Public Law 91-513).

(11) Dangerous drug--A drug or device that:

(A) 1isnotincluded in Penalty Groups 1 - 4 of the Texas
Controlled Substances Act, as amended, [Group 15 2; 3; or 4;] (Chapter
481, Health and Safety Code), and 1s unsafe for self-medication; or

(B) bears or is required to bear the legend:

(i) "Caution: federal law prohibits dispensing with-
out prescription” or "Rx only" or another legend that complies with
federal law; or

(i7) "Caution: federal law restricts this drug to use
by or on the order of a licensed veterinarian."

(12) Data communication device--An electronic device
that receives electronic information from one source and transmits or
routes it to another (e.g., bridge, router, switch or gateway).

(13) Deliver or delivery--The actual, constructive, or at-
tempted transfer of a prescription drug or device or controlled sub-
stance from one person to another, whether or not for a consideration.

(14) Designated agent--

(A) alicensed nurse, physician assistant, pharmacist, or
other individual designated by a practitioner to communicate prescrip-
tion drug orders to a pharmacist,

(B) alicensed nurse, physician assistant, or pharmacist
employed in a health care facility to whom the practitioner communi-
cates a prescription drug order;

(C) an advanced practice registered nurse or physician
assistant authorized by a practitioner to prescribe or order drugs or de-
vices under Chapter 157 of the Medical Practice Act (Subtitle B, Oc-
cupations Code); or

(D) a person who is a licensed vocational nurse or has
an education equivalent to or greater than that required for a licensed
vocational nurse designated by the practitioner to communicate pre-
scriptions for an advanced practice registered nurse or physician as-
sistant authorized by the practitioner to sign prescription drug orders
under Chapter 157 of the Medical Practice Act (Subtitle B, Occupa-
tions Code).

(15) Dispense--Preparing, packaging, compounding, or la-
beling for delivery a prescription drug or device in the course of pro-
fessional practice to an ultimate user or his agent by or pursuant to the
lawtul order of a practitioner.

(16) Dispensing error--An action committed by a pharma-
cist or other pharmacy personnel that causes the patient or patient's
agent to take possession of a dispensed prescription drug and an indi-
vidual subsequently discovers that the patient has received an incorrect
drug product, which includes incorrect strength, incorrect dosage form,
and/or incorrect directions for use.

(17) Dispensing pharmacist--The pharmacist responsible
for the final check of the dispensed prescription before delivery to the
patient.

(18) Distribute--The delivery of a prescription drug or de-
vice other than by administering or dispensing.

(19) Downtime--Period of time during which a data pro-
cessing system is not operable.
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(20) Drug regimen review--An evaluation of prescription
drug orders and patient medication records for:

(A) known allergies;

(B) rational therapy-contraindications;

(C) reasonable dose and route of administration;
(D) reasonable directions for use;

(E) duplication of therapy;

(¥) drug-drug interactions;

(G) drug-food interactions;,

(H) drug-disease interactions;

(I) adverse drug reactions; and

(J) proper utilization, including overutilization or un-
derutilization.

(21) Electronic prescription drug order--A prescription
drug order that 1s generated on an electronic application and transmit-
ted as an electronic data file.

(22) Electronic signature--A unique security code or other
identifier which specifically identifies the person entering information
into a data processing system. A facility which utilizes electronic sig-
natures must:

(A) maintain a permanent list of the unique security
codes assigned to persons authorized to use the data processing
system; and

(B) have an ongoing security program which is capable
of identifying misuse and/or unauthorized use of electronic signatures.

(23) Electronic verification process--an electronic verifica-
tion, bar code verification, weight verification, radio frequency identi-
fication (RFID), or similar electronic process or system that accurately
verifies that medication has been properly dispensed and labeled by, or
loaded into, an automated pharmacy dispensing system.

(24) Full-time pharmacist--A pharmacist who works in a
pharmacy from 30 to 40 hours per week or, if the pharmacy 1s open
less than 60 hours per week, one-half of the time the pharmacy is open.

(25) Hard copy--A physical document that is readable
without the use of a special device.

(26) Hot water--The temperature of water from the phar-
macy's sink maintained at a minimum of 105 degrees F (41 degrees C).

(27) Medical Practice Act--The Texas Medical Practice
Act, Subtitle B, Occupations Code, as amended.

(28) Medication order--A written order from a practitioner
or a verbal order from a practitioner or his authorized agent for admin-
istration of a drug or device.

(29) New prescription drug order--A prescription drug or-
der that has not been dispensed to the patient in the same strength and
dosage form by this pharmacy within the last year.

(30) Original prescription--The:
(A) original written prescription drug order; or

(B) original verbal or electronic prescription drug order
reduced to writing either manually or electronically by the pharmacist.

(31) Part-time pharmacist--A pharmacist who works less
than full-time.

(32) Patient med-pak--A package prepared by a pharmacist
for a specific patient comprised of a series of containers and containing
two or more prescribed solid oral dosage forms. The patient med-pak
1s so designed or each container is so labeled as to indicate the day and
time, or period of time, that the contents within each container are to
be taken.

(33) Patient counseling--Communication by the pharma-
cist of information to the patient or patient's agent in order to improve
therapy by ensuring proper use of drugs and devices.

(34) Pharmaceutical care--The provision of drug therapy
and other pharmaceutical services intended to assist in the cure or pre-
vention of a disease, elimination or reduction of a patient's symptoms,
or arresting or slowing of a disease process.

(35) Pharmacist-in-charge--The pharmacist designated on
a pharmacy license as the pharmacist who has the authority or respon-
stbility for a pharmacy's compliance with laws and rules pertaining to
the practice of pharmacy.

(36) Pharmacy technician--An individual who 1s registered
with the board as a pharmacy technician and whose responsibility in a
pharmacy is to provide technical services that do not require profes-
stonal judgment regarding preparing and distributing drugs and who
works under the direct supervision of and is responsible to a pharma-
cist.

(37) Pharmacy technician trainee--An individual who 1s
registered with the board as a pharmacy technician trainee and is
authorized to participate in a pharmacy's technician training program.

(38) Physician assistant--A physician assistant recognized
by the Texas Medical Board as having the specialized education and
training required under Subtitle B, Chapter 157, Occupations Code,
and issued an 1dentification number by the Texas Medical Board.

(39) Practitioner--

(A) aperson licensed or registered to prescribe, distrib-
ute, administer, or dispense a prescription drug or device in the course
of professional practice in this state, including a physician, dentist, po-
diatrist, or veterinarian but excluding a person licensed under this Act;

(B) a person licensed by another state, Canada, or the
United Mexican States in a health field in which, under the law of this
state, a license holder in this state may legally prescribe a dangerous
drug;

(C) a person practicing in another state and licensed by
another state as a physician, dentist, veterinarian, or podiatrist, who has
a current federal Drug Enforcement Admunistration registration num-
ber and who may legally prescribe a Schedule IT, III, I'V, or V controlled
substance, as specified under Chapter 481, Health and Safety Code, in
that other state; or

(D) an advanced practice registered nurse or physician
assistant to whom a physician has delegated the authority to prescribe
or order drugs or devices under Chapter 157 of the Medical Practice
Act (Subtitle B, Occupations Code) or, for the purpose of this subchap-
ter, a pharmacist who practices in a hospital, hospital-based clinic, or
an academic health care institution and to whom a physician has del-
egated the authority to sign a prescription for a dangerous drug under
§157.101, Occupations Code.

(40) Prepackaging--The act of repackaging and relabeling
quantities of drug products from a manufacturer's original commer-
cial container into a prescription container, unit-dose packaging, or
multi-compartment container for dispensing by a pharmacist to the ul-
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timate consumer, including dispensing through the use of an automated
pharmacy dispensing systerm or automated checking device.

(41) Prescription department--The area of a pharmacy that
contains prescription drugs.

(42) Prescription drug--

(A) a substance for which federal or state law requires
a prescription before the substance may be legally dispensed to the
public;

(B) a drug or device that under federal law 1s required,
before being dispensed or delivered, to be labeled with the statement:

(i) "Caution: federal law prohibits dispensing with-
out prescription” or "Rx only" or another legend that complies with
federal law; or

(i) "Caution: federal law restricts this drug to use
by or on the order of a licensed veterinarian"; or

(C) adrug or device that is required by federal or state
statute or regulation to be dispensed on prescription or that is restricted
to use by a practitioner only.

(43) Prescription drug order--

(A) awritten order from a practitioner or a verbal order
from a practitioner or his authorized agent to a pharmacist for a drug
or device to be dispensed; or

(B) awritten order or a verbal order pursuant to Subtitle
B, Chapter 157, Occupations Code.

(44) Prospective drug use review--A review of the patient's
drug therapy and prescription drug order or medication order prior to
dispensing or distributing the drug.

(45) State--One of the 50 United States of America, a U.S.
territory, or the District of Columbia.

(46) Texas Controlled Substances Act--The Texas Con-
trolled Substances Act, Health and Safety Code, Chapter 481, as
amended.

(47) Written protocol--A physician's order, standing med-
ical order, standing delegation order, or other order or protocol as de-
fined by rule of the Texas Medical Board under the Texas Medical Prac-
tice Act.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on December 19,
2018.

TRD-201805531

Allison Vordenbaumen Benz, R.Ph., M.S.

Executive Director

Texas State Board of Pharmacy

Earliest possible date of adoption: February 3, 2019
For further information, please call: (512) 305-8010

4 ¢ 4
22 TAC §291.33

The Texas State Board of Pharmacy proposes amendments to
§291.33, concerning Operational Standards. The amendments,
if adopted, clarify the pharmacist's patient counseling duties by
expressly prohibiting a pharmacy's computer system from ask-

ing questions of the patient intended to screen and/or limit inter-
action with the pharmacist, and update the requirements for the
use of automated devices and systems in Class A pharmacies to
be consistent with the proposed updated definitions in §291.31
and changes in technology, remove the provisions relating to au-
tomated storage and distribution devices from this section, and
correct grammatical errors.

Allison Vordenbaumen Benz, R.Ph., M.S., Executive Direc-
tor/Secretary, has determined that, for the first five-year period
the rules are in effect, there will be no fiscal implications for
state or local government as a result of enforcing or adminis-
tering the rule. Ms. Benz has determined that, for each year
of the first five-year period the rule will be in effect, the public
benefit anticipated as a result of enforcing the amendments
will be to provide the public with better access to prescription
drug information by removing barriers between the patient and
the pharmacist and to provide clearer regulatory language for
Class A pharmacies utilizing automated pharmacy devices or
systems and to provide the requirements for the use of auto-
mated storage and distribution devices in a more appropriate
section of the rules in light of technological advances. There
is no anticipated adverse economic impact on large, small or
micro-businesses (pharmacies), rural communities, or local or
state employment. Therefore, an economic impact statement
and regulatory flexibility analysis are not required.

For each year of the first five years the proposed amendment
will be in effect, Ms. Benz has determined the following:

(1) The proposed rule does not create or eliminate a government
program;

(2) Implementation of the proposed rule does not require the cre-
ation of new employee positions or the elimination of existing
employee positions;

(3) Implementation of the proposed rule does not require an in-
crease or decrease in the future legislative appropriations to the
agency,

(4) The proposed rule does not require an increase or decrease
in fees paid to the agency;

(5) The proposed rule does not create a new regulation;

(6) The proposed rule does expand an existing regulation by ex-
pressly prohibiting a type of patient screening and also limits an
existing regulation by removing the provisions relating to auto-
mated storage and distribution devices from this section; how-
ever, proposed amendments to §291.121 would include the ad-
dition of provisions relating to automated storage and distribution
devices to that section;

(7) The proposed rule does notincrease or decrease the number
of individuals subject to the rule's applicability; and

(8) The proposed rule does not positively or adversely affect this
state's economy.

Written comments on the amendments may be submitted to
Megan G. Holloway, Assistant General Counsel, Texas State
Board of Pharmacy, 333 Guadalupe Street, Suite 3-500, Austin,
Texas, 78701, FAX (512) 305-8061. Comments must be re-
ceived by 5:00 p.m., February 3, 2019.

The amendments are proposed under §§551.002, 554.051, and
562.1011 of the Texas Pharmacy Act (Chapters 551 - 569, Texas
Occupations Code). The Board interprets §551.002 as authoriz-
ing the agency to protect the public through the effective control
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and regulation of the practice of pharmacy. The Board inter-
prets §554.051(a) as authorizing the agency to adopt rules for
the proper administration and enforcement of the Act.

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551- 569, Texas Occupations Code.

$291.33.  Operational Standards.
(a) - (b) (No change.)
(c) Prescription dispensing and delivery.
(1) Patient counseling and provision of drug information.

(A) To optimize drug therapy, a pharmacist shall com-
municate to the patient or the patient's agentf;] information about the
prescription drug or device which in the exercise of the pharmacist's
professional judgment the pharmacist deems significant, such as the
following:

(i) name and description of the drug or device;

(ii) dosage form, dosage, route of administration,
and duration of drug therapy,

(iii)  special directions and precautions for prepara-
tion, administration, and use by the patient;

(iv) common severe side or adverse effects or inter-
actions and therapeutic contraindications that may be encountered, in-
cluding their avoidance, and the action required if they occur,

(v) techniques for self-monitoring of drug therapy;

(vi) proper storage;

(vii)  refill information; and

(viii) action to be taken in the event of a missed dose.
(B) Such communication shall be:

(i) provided to new and existing patients of a phar-
macy with each new prescription drug order. A new prescription drug
order is one that has not been dispensed by the pharmacy to the patient
in the same dosage and strength within the last year;

(i) provided for any prescription drug order dis-
pensed by the pharmacy on the request of the patient or patient's agent;

(iij) communicated orally in person unless the pa-
tient or patient's agent is not at the pharmacy or a specific communica-
tion barrier prohibits such oral communication;

(iv) documented by recording the initials or identifi-
cation code of the pharmacist providing the counseling in the prescrip-
tion dispensing record as follows:

(1) on the original hard-copy prescription, pro-
vided the counseling pharmacist clearly records his or her initials on
the prescription for the purpose of identitying who provided the coun-
seling;

(1I) inthe pharmacy's data processing systen,
(III) in an electronic logbook; or
(V) in a hard-copy log; and

(v) reinforced with written information relevant to
the prescription and provided to the patient or patient's agent. The fol-
lowing is applicable concerning this written information:|-]

(1) Written information must be in plain language
designed for the patient and printed in an easily readable font compa-
rable to but no smaller than ten-point Times Roman. This informa-

tion may be provided to the patient in an electronic format, such as by
e-mail, if the patient or patient's agent requests the information in an
electronic format and the pharmacy documents the request.

(11} When a compounded preparation is dis-
pensed, information shall be provided for the major active ingredi-
ent(s), if available.

(II) For new drug entities, if no written infor-
mation is initially available, the pharmacist is not required to provide
information until such information is available, provided:

(-a-) the pharmacist informs the patient or the
patient's agent that the product is a new drug entity and written infor-
mation is not available;

(-b-) the pharmacist documents the fact that
no written information was provided; and

(-c-) if'the prescription is refilled after written
information is available, such information is provided to the patient or
patient's agent.

(V)  The written information accompanying the
prescription or the prescription label shall contain the statement "Do not
flush unused medications or pour down a sink or drain." A drug product
on a list developed by the Federal Food and Drug Admunistration of
medicines recommended for disposal by flushing is not required to bear
this statement.

(C)y Only a pharmacist may verbally provide drug infor-
mation to a patient or patient's agent and answer questions concerning
prescription drugs. Non-pharmacist personnel and/or the pharmacy's

which are intended to screen and/or limit interaction with the pharma-
cist.

(D) Nothing in this subparagraph shall be construed as
requiring a pharmacist to provide consultation when a patient or pa-
tient's agent refuses such consultation. The pharmacist shall document
such refusal for consultation.

(E) In addition to the requirements of subparagraphs
(A) - (D) of this paragraph, if a prescription drug order is delivered
to the patient at the pharmacy, the following is applicable:[-]

(i) So that a patient will have access to information
concerning his or her prescription, a prescription may not be delivered
to a patient unless a pharmacist is in the pharmacy, except as provided
in subsection (b)(3) of this section.

(i) Any prescription delivered to a patient when a
pharmacist is not in the pharmacy must meet the requirements de-
scribed in subparagraph (F) of this paragraph.

(F) 1In addition to the requirements of subparagraphs
(A) - (D) of this paragraph, if a prescription drug order is delivered
to the patient or his or her agent at the patient's residence or other
designated location, the following is applicable:[:]

i) The information as specified in subparagraph (A)
of this paragraph shall be delivered with the dispensed prescription in
writing.

(ii) If prescriptions are routinely delivered outside
the area covered by the pharmacy's local telephone service, the phar-
macy shall provide a toll-free telephone line which is answered during
normal business hours to enable communication between the patient
and a pharmacist.

(ii)  The pharmacist shall place on the prescription
container or on a separate sheet delivered with the prescription con-
tainer in both English and Spanish the local and, if applicable, toll-free
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telephone number of the pharmacy and the statement: "Written infor-
mation about this prescription has been provided for you. Please read
this information before you take the medication. If you have questions
concerning this prescription, a pharmacist is available during normal
business hours to answer these questions at (insert the pharmacy's lo-
cal and toll-free telephone numbers)."

(7v) The pharmacy shall maintain and use adequate
storage or shipment containers and use shipping processes to ensure
drug stability and potency. Such shipping processes shall include the
use of appropriate packaging material and/or devices to ensure that the
drug 1s maintained at an appropriate temperature range to maintain the
integrity of the medication throughout the delivery process.

(v) The pharmacy shall use a delivery systeml[;]
which is designed to assure that the drugs are delivered to the appro-
priate patient.

(G) The provisions of this paragraph do not apply to pa-
tients in facilities where drugs are administered to patients by a person
required to do so by the laws of the state (i.e., nursing homes).

(2) Pharmaceutical care services.
(A) Drug regimen review.

(i) For the purpose of promoting therapeutic appro-
priateness, a pharmacist shall, prior to or at the time of dispensing a
prescription drug order, review the patient's medication record. Such
review shall at a minimum identify clinically significant:

() known allergies;

(1) rational therapy-contraindications;

(Ill)  reasonable dose and route of administration;
(IV) reasonable directions for use;

(V) duplication of therapy,

(V)  drug-drug interactions;

(Vil) drug-food interactions;

(VIll) drug-disease interactions;

(1X) adverse drug reactions; and

(X) proper utilization, including overutilization
or underutilization.

(it)  Upon identifying any clinically significant con-
ditions, situations, or items listed in clause (1) of this subparagraph, the
pharmacist shall take appropriate steps to avoid or resolve the problem
including consultation with the prescribing practitioner. The pharma-
cist shall document such occurrences as specified in subparagraph (C)
of this paragraph.

(iii)  The drug regimen review may be conducted by
remotely accessing the pharmacy's electronic database from outside the
pharmacy by:

(I) an individual Texas licensed pharmacist em-
ployee of the pharmacy provided the pharmacy establishes controls
to protect the privacy of the patient and the security of confidential
records; or

(I) a pharmacist employed by a Class E phar-
macy provided the pharmacies have entered into a written contract or
agreement which outlines the services to be provided and the responsi-
bilities and accountabilities of each pharmacy in compliance with fed-
eral and state laws and regulations.

(iv) Prior to dispensing, any questions regarding a
prescription drug order must be resolved with the preseriber and written
documentation of these discussions made and maintained as specified
in subparagraph (C) of this paragraph.

(B) Other pharmaceutical care services which may be
provided by pharmacists include, but are not limited to, the following:

(i) managing drug therapy as delegated by a practi-
tioner as allowed under the provisions of the Medical Practice Act;

(ii) administering immunizations and vaccinations
under written protocol of a physician;

(iii) managing patient compliance programs;
(iv) providing preventative health care services; and

(v) providing case management of patients who are
being treated with high-risk or high-cost drugs, or who are considered
"high risk" due to their age, medical condition, family history, or related
concern.

(C) Documentation of consultation. When a pharma-
cist consults a prescriber as described in subparagraph (A) of this para-
graph the pharmacist shall document on the prescription or in the phar-
macy's data processing system associated with the prescription such
occurrences and shall include the following information:

(i) date the prescriber was consulted,

(i) name of the person communicating the pre-
scriber's instructions;

(iti) any applicable information pertaining to the
consultation; and

(iv) initials or identification code of the pharmacist
performing the consultation clearly recorded for the purpose of 1denti-
fying the pharmacist who performed the consultation.

(3) Substitution of generically equivalent drugs or inter-
changeable biological products. A pharmacist may dispense a gener-
ically equivalent drug or interchangeable biological product and shall
comply with the provisions of 